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ONG DAN SU DUNG THUOC
Vién nang citng

| ZALENKA

Vién nang cirng

Thube nﬁiy chi diing theo don thube
Pé xa tAm tay tré em
Poc ki huéng dén siv dung trude khi ding
Théng bao ngay cho béc sy hodc dwge s§ nhiing tc dung khong mong muén khi sit dung thude
16 thong tin san phiim ndy bao gém hudng dén sit dyng cho thude cé nhiéu him lugng klide nhau

1. THANHPHAN CONG THUC THUOC

Mdi vién nang cimg ZALENKA chira:

Thanh ph{fu drege chit:

Minocyclin hydroclorid

Tuong duong minocyelin ............ 50 mg

Thanh phén té dwge:

Cellulose vi tinh thé M112, croscarmellose natri, silicon dioxyd, lalc, magnesi stearat, nang 56 2
mau vang - vang.

M&i vién nang cimg ZALENKA-100 chita:

Thanh phin dwoc chit:

Minocyclin hydroclorid

Tuong duong minocyclin ............. 100 mg

Thanh phén td dwge: )
Silicified microcrystalline cellulose, crospovidon, silicon dioxyd, talc, magnesi stearat, nang so
0 méu tréing - vang.

2. DANG BAO CHE

ZALENKA: Vién nang cimg sb 2, thin nang va ndp nang méu vang, bén trong chira bjt thube
mau vang. '

ZALENKA-100: Vién nang cing, nang s& 0 mau tring - vang, bén trong chia bt thude mau
vang

3. CHi PINH

Minocyclin 12 mdt khang sinh phd rfng, ding duong ubng, dé diéu tri nhiém khuén géy ra boi
chc ching vi khudn nhay cam vdi tetracyclin va mt sb ching Staphylococci dé khéng
tetracyclin.

C4c chi dinh bao gdm: Muyn trimg c4, nhidm khuén da va mé mém, nhiém khufn mét, viém phé
quén cép va man tinh, gidn phé quan, 4p xe phéi, nhiém khuén tai miii hong, nhigm khuén ving
chéu, nhim khun duémg tidu, bénh 1au, viém niéu dao va viém tuyén tién ligt khong do lgu cau.
Minocyclin ciing c6 thé duge chi dinh dé diéu trj dy phong & ngudi mang mam bénh ndo md cdu
khong triéu ching.

Minocyelin ciing duge chi dinh d& didu trj dy phong nhiém khuan truée va sau phau thudt.

4. CACH DUNG, LIEU DUNG

Cich dung:

Thude duge ding dudng ubng.

Pé giam nguy co loét va khé chiu thye quan, nén nubt nguyén vién thube véi nhidu nude & tu
thé dtng hoiic ngdi thing. Khéc véi cée tetracyclin khac, su hdp thu ciia minocyclin khong bj
pidm dang ké béi thite dn hodic mdt lugng sita vira phai.

Li¢u dimg

Nguwai lon :

Sir dung khdng sinh thuong quy: 200 mg/ ngay chia lam nhiéu I4n udng.
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Bénh Igu: Nam gi6i: Khoi diu véi lidu 200 mg sau d6 1a 100 m mm 12 gi¢ trong it nhét 4 ngay.

Lam nudi cﬁy sau diéu tr trong vong 2 - 3 ngay Nit gidgi: C6 thé can phai diéu tri kéo dai.

D phong 6 nguedi mang mdm bénh nao mo cdu khong triéu chitng:

100 mg x 2 140/ ngay trong 5 ngay, ndi tiép bing {héu tri véi rifampicin.

Néu sau 6 thang ma khong c6 dap ng mong mubn, nen ngirng mmocyclm va c4n nhic cic didu
tri khac Néu sau 6 thang ma minocyclin vin duoc tlep tuc sir dung, nén theo doéi bénh nhén it
nhét mdi 3 thang sau d6 dé phat hién d4u hiéu viém gan hotic lupus ban do hé thng (SLE).

Bénh nhén suy thin

Lidu dung gibng nhw ngudi 16n trong trudng hgp suy thdn nhe dén vira. Tuy nhién, nén thin
trong & bénh nhén suy thn ning.

Tré em

Khéng khuyén céo sir dung minocyclin cho tré em dudi 12 tudi,

Tré em trén 12 tudi: 50 mg mdi 12 gid.

5. CHONG CHI PINH

Chong chi dinh sir dung minocyclin cho céc trudng hqp

_ MAn cam véi minocyelin, céc tetracyclin khéc hodic bét ¢t thanh phén nao cla thubc.
- Lupus ban db hé théng.

- Suy thén.

- Tré em dudi 12 tudi.

- Phu nft mang thai va phy nit dang cho con bi,

6. CANHBAO VA THAN TRONG KHI DUNG THUOC
Khé thé
Cée trudng hop gép khé khin v& ho hip bao gdm khoé thé, co thét phe quan, lam ngng thém hen
suyén, tang bach ciu i toan & phm va viém phéi di duoc bdo cdo khi sir dung minocyclin. Néu
bénh nhan gip khé khin vé hd hdp, ho nén ngung ding minocyclin va théng bao ngay cho béc
s§.

Phét trién rang
Minocyelin, nhu céc khéang sinh nhém tetracyclin khéc, c6 thé gy hai cho thai nhi khi ding cho
phu nft mang thai. Néu ding bét ky tetracyclin nao tmng thai ky ho#c néu bﬁ:nh nhén mang thai
khi dang ding thude, bénh nhén cAn duoc théng bao vé nhitng nguy co tiém 4n c6 thé xay ra cho
thai nhi. Str dung c4c thubc nhém tctracyclm trong thoi ky phat trién 1ing (nira cudi thai ky, tré
so sinh va tré nhd dudi 8 tudi) c6 thé gy ddi mau ring vinh vién (mau vang - x4m - néu).
Téc dyng khéng mong mudn nay thudng giip horn khi diing thude kéo dai nhung ciing duge béo
céo khi 1dp lai céac dot diéu tri ngn han. Thidu san men ring cung dad dugc bdo cdo. Do do
khéng nén ding céc thudc nhém tetracyclin trong thoi ky phat trién cta rang trir khi cée thude
khac khong ¢6 hiéu qua hoic chdng chi dinh.
Phét trién xuong
Tét ca cac tetracyclin tao phirc calci bén & bt ky md duqc tao thanh tir xwong nao. Giam thc db
phét trién xwong méc di duoc béo céo & tré sinh non udng tetracyclin lidu 25 mg/ kg mdi 6 gid.
Phéan tmg ndy c6 thé hdi phuc khi ngung thudc.
Ding thude cho phu nit mang thai
K&t qua tir cée nghién ciu trén dong vét cho thiy céc tetracyclin cé thé di qua nhau thm dugce
tim thdy trong cdc md cua thai nhi va co the cé ddc tinh dél vén bao thai dang phét trién (thudng
lién quan dén sy chém phat trién xuong). Bang chimg vé doc td trén phéi thai dd dugc ghi nhén
& déng vét duge diéu trj trong giai doan diu ciia thai ky.
Phan g trén da
Céc trudng hop phat ban do thubc kém ting bach cdu 4i toan va cdc trigu chimg toan than
(DRESS), ké ca cac trudng hop tir vong, dd durge bao cdo khi diing minocyclin,
Hoat dong di héa
Hoat dong di hoa cac tetracyclm ¢6 thé lam ting urea nitrogen huyét (BUN). Mic du day khong
phai 13 vin dé & ‘nhimg ngudi c6 chirc ndng thin binh thudng, & ngudi bi suy giam chic ning
than déng k&, nbng do tetracyclin huyét thanh cao hon c6 thé din dén ting ure huyét, ting
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phosphal huyet va nhiém toan. Trong nhitng tinh trang nay, khuyen cdo theo ddi creatinin va
BUN, téng [leu hang ngay khéng dwge vuot qua 200 mg/ 24 gid. Néu c6 suy than, ngay ca lidu
tlem hotic ubng thong thuong ciing c6 thé déin dén tich lily thude toan than va gy doc gan.

Nhay cam anh sang
Nhay cam 4nh sang duoc bidu hién béi phan tmg chéy néing qua mic di duge béo céo & mt sb
bénh nhén sir dung céc tetracyclin, Phén g ndy ciing d3 dugc béo cdo voi minocyclin.
Hé thén kinh trung wong
Téc dung khong mong mubn trén hé than kinh trung wong bao gdm mé sing, chéng mit hoic
chodng dd duoc béo cdo khi diéu trj véi minocyclin. Bénh nhan ¢6 nhimg tri¢u chirng nay nén
thén trong khi 1di xe hoéc vén hanh mdy mé6c. Nhitng triu ching nay ¢6 thé bién mét trong khi
diéu trj va thudng bién mit nhanh chong khi ngung thude.
Cac ADR ¢ hg than kinh trung wong do minocylin ¢6 tan suat cao hon so véi cic teuacyclm
khac. Dic biét r6i loan tién dinh & 21 - 90% bénh nhén diéu tri bing minocyclin liéu thong
thuodng.

Tiéu chay lién quan Clostridium difficile
Tiéu chéy lién quan Clostridium difficile (CDAD) di duge bio cdo & hiu hét thube khang khuén,

ké ca mmocyclm, murc d§ nghiém trong c6 thé thay dbi tir tiéu chay nhe dén viém dai 1r€mg géy

tir vong. Diéu tri vdi cac thubc khéng khuan lam thay d6i hé khudn rudt binh thudng din dén

phét trién qué murc chung C. difficile.

0 dzﬂ cile sén sinh déc t6 A va B g6p phin gdy CDAD. Cic chimg vi khuén C, difficile sin sinh |

ddc tb cao lam gia ti’mg ty 1¢ bgnh tt va tir vong, vi nhiin nhiém khuén nay c6 thé dé khang
ligu phap khang khudn va 6 thé edn thi thudt cit bo rudt ket. Cén xem xét nguy co bi CDAD &
tht ca bénh nhén bi tiéu chay sau khi ding khéng sinh. Cn kiém tra bénh sir can than vi CDAD
da duoc bdo céo xay ra hon 2 thang sau khi chi dinh c4c thudc khang khuén.

Néu b hodic nghi ng& bi CDAD, c6 thé cin ngung didu trj cic thude khéng sinh khong co tac
dung chéng lai C. difficile. Duy tri cén bing nude va dién giai thich hop, bd sung protein, ding
khang sinh ¢6 hiéu luc vé6i C. difficile va nén tién hanh dénh gia phiu thuat nhw chi dén trén [am
sang.

Téang 4p luc ndi so

Tang 4p lyc noi so (IH) c6 lién quan dén viéc sir dung tetracyclin, bao gom c& minocyclin. Biéu
hién lam sang bao gﬁm nhire dédu, suy giam thi lyc, nhin md, nhin d6i. Ching phu gai thi c6 thé
duge tim thay trén ndi soi. Phu nif trong d§ tudi sinh dé bi thira ¢dn hodc ¢6 tién sir IH c6 nguy
co cao hon d& phét trién TH c6 lién quan dén tetracyclm Nén tranh st dung ddng thoi
isotretinoin va nnnocyclm béi v isotretinoin ¢ thé gdy ra u gia nfo bd.

Méc du téng dp luc ndi 50 thudng tu khoi sau khi ngung diéu tri, nhu‘ng c6 kha niing gy mat thi (
lch vinh vién. Néu ¢6 rdi loan thi gidc trong qua trinh diéu tri, cAn phai bao dam déanh gid nhanh

v& nhén khoa. Vi ép Ie 16 so ¢6 thé duy tri & mitc cao trong nhidu tuAn sau khi ngimg ding
thude, bénh nhén nén duge theo doi cho dén khi én dinh.

Nhuoe co
Céc tetracyclin ¢6 thé gay trc ché yéu thin kinh co - sit dung thén trong & ngudi bi nhuge co.

Téng séc to

Twong tw nhu céc tetracyclin khac, minocyclin cé thé gy ting sic td tai céc vj trf khéc nhau
trén co thé. Ting séc t6 c6 thé xudt hién bgjt ké lidu lugng hodc thoi gian diéu tri nhung thuong
xuyén hon khi diéu trj kéo dai. Bénh nhén cén duge tr vin dé béo cdo ngay va ngung thudc néu
1hay c6 bét ky dau hiéu bit thudng vé sic t6. Triéu ching thuong héi phuc khi ngimg thudc.

Réi loan tu mi&n

Pi c¢6 bio cdo doc gan ty mién va lupus ban do hé théng hoac lam n@ng hon lupus ban dé hé
théng & bénh nhan st dung minocyclin. Néu bénh nhan c6 céc d4u hiéu hoic triéu ching cia
lupus ban do hé théng, doc gan hogic sy ting niing cla lupus ban do hé théng, nén ngung st
dung minocyclin.

Suy gan

Thén trong khi sir dung cho bénh nhén rbi loan chirc ndng gan, dung chung véi rugu hodc cac
thude gdy doc gan khéc.

Suy thén
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Céc nghién ciru cho thdy khong c6 sy tich liiy minocyclin déng ké & bénh nhan suy thin nhe va
vira khi didu tri v6i lidu khuyén céo. Trong trudmg hop suy thén ning, ¢6 thé cén phai giam lidu
va theo d&i chite ndng thin khi diéu trj véi minocyclin.

Pé khang chéo, di ting chéo

Vi sinh vét c6 thé phét trién dé khang chéo va bénh nhan ¢ thé phat trién nhay cam chéo voi
céc tetracyclin. Nén ngung thude néu 6 cde ddu hi¢u hofic triéu chimg clia sy phét trién qua
mite c4c vi khudn khéng thude, nhw viém rudt, viém ludi, viém miéng, viém am dao, ngia hiu
moén hodc viém rudt do tu cau.

Thubc tranh thai

Bénh nhén ding thubc tranh thai dudmng ubng cin duoc canh bao ring néu bi tiéu chay hoic
chay méu dot ngdt, tdc dung tranh thai ¢o thé mét di.

7. SUDUNG THUOC CHO PHU NU CO THAIL VA CHO CON BU

Sit dung thude cho phu ni¥ ¢é thai

Minocyclin v céc tetracyclin khac qua duge nhau thai, vao duge trong tudn hodn thai nhi va c6
thé gay ra xin mau men ring néu sir dung trong thai ky thir hai va thai ky thir ba. Noi chung
minocyelin dde v6i thai nhi, khéng dung cho phu nit mang thai.

Sit dung thude cho phy nit cho con bit

Minocyclin véao sita me, hdp thu minocyclin tir sita me cao hon so véi céc tetracyclin khéc.
Khéng sir dung minocyclin cho phy nit dang cho con bu.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thudc c6 thé gay nhirc diu, mé sang, chodng vang, 1 tai va chéng mit, giam thinh gidc. Bénh
nhén cin duge canh bao vé& nhitng nguy hiém c6 thé xdy ra khi lai xe hay vén hanh may mée
trong qua trinh didu tri. Nhiing tri¢u ching nay co the bién mét trong thoi gian dicu ti va
thudng bién mat khi ngung ding thube.

9. TUONG TAC, TUONG KY CUA THUOC

Thube chéng déng mau

Minocyclin 1am tc ché hoat dong ciia prothrombin huyét tuong, cin giam lidu cdc thude chéng
d6ng & bénh nhan dang ding minocyclin.

Thudc trc ché men chuyén, khéng acid va cée chat hap phu

Tetracyclin gén két véi céc cation hoa tri 2 hogc 3. Su hép thu tir éng tiéu héa giam khi ding
ddng thoi voi che mubi cla sit, calci, nhom, magnesi, bismuth va kém (cée thubc chira mubi
khoang, thubc khéng acid, kaolin, thude chiia loét da day chira bismuth). Thoi diém sir dung
minocyelin v céc thude nay nén céch xa nhau.

Sw hiip thu ciia tetracyclin khéng bi anh huong dang ké boi thire n, sita va cac san phém ti siva,
Thube loi tidu

Thuéc loi tiéu c6 thé 1am trAm trong thém ddc tinh than do suy giam thé tich dich.

Céc khéng sinh khéc

Tuwong tw nhu cde tetracyclin néi chung, téc dung kim khudn ctia minocyelin 1dm giam téc dyng
diét khuan ciia penicilin, do d6 tranh phoi hop 2 thuée nay.

Ergotamin va ergometrin

Lam ting nguy co ngd ddc ergotin.

Thubc trdnh thai dudmg ubng

C4 minocyclin va thudc tranh thai ding dudng udng déu lam ting sic tb.

Retinoid

Can tranh ding isotretinoin trude, trong va ngay sau khi didu tri bing minocyclin vi nguy co
Iam ting ap lyc ndi so.

Xét nghiém

Minocyclin ¢6 thé anh huéng dén xét nghiém urobilinogen trong nuéc tidu do lam gidm vi
khuén chuyén bilirubin thanh urobilinogen. Minocyclin cling ¢6 thé anh huong dén viée do
huynh quang trong phuong phap Hungarty dé dinh luong catecholamin trong nuée tidu.
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10. TAC DUNG KHONG MONG MUON CUA THUOC

Thwong gip (1/10 > ADR = 1/100)

Thén kinh: Choéng vang.

It giip (1/100 > ADR > 1/1000)

Rél loan chung: Sét.

Hiém giip (1/1000 > ADR > 1/1 0600

Méu va h¢ lympho: Téng bach cau 4i toan, giam bach céu, giam bach cau trung tinh, giam tidu
chu,

Hé min dich: Phan ting qué mén/ phan vé (bao gdm sdc va tir vong).

Chuyén héa va dinh duéng: Chimg chén #n.

Thén kinh: Pau déu, gidm cam gidc, dj cam, ting 4p lyc ndi sg, chéng mit.

Tai va mé dao: Suy giam thinh lye, U tai.

Tim mach: Viém co tim, viém ngoai tdm mac.

Hb hép: Ho, khd thé.

Tiéu hoéa: Tidu chay, budn ndn, viém miéng, dbi mau 15ng, nbén mra.

Gan mét: Tang enzym gan, viém gan, ngd ddc gan tu mién,

Da va mé duéi da: Rung t6c, hong ban da dang, héng ban nit, hong ban ¢b dinh do thudc, ting
séc t6 da, nhay sang, ngu'a, phat ban, may day, viém mach.

Co xuong va mo lién két: Dau khép, hoi chung giéng lapus, dau co.

Thén va tiét niéu: T#ng ndng d6 urea huyét thanh, suy than cip tinh, viém than k.

Rit hiém gip (ADR < 1/10000)

Nhiém khuén va nhiém ky sinh tring: Nhiém nim Candida & miéng va co quan sinh due, viém
am hd va am dao.

Méu va hé lympho Thiéu méu tin huyet giam toan thé huyet cau

Hé noi tiét: R4 loan chite ning tuyén gidp, thay ddi mau sic tuyén gidp.

Théan kinh: Phéng thép & tré so sinh.

Hb hép: Co thit phé quan, 1am néng thém hen suy&n, ting bach ciu &i toan & phdi.

Tiéu hoéa: Khé tidu, khé nudt, thidu sdn men ring, viém rudt non - két trang, viém thuc quéan,

loét thue quan, viém ludi, viém tuy, viém dai trang mang gid.

Gan mét: U' mét & gan, suy gan (c6 thé dén dén tir vong), ting bilirubin mau, vang da.

Da va mé dudi da: Phu ng viém da tréc vdy, ting mau méng, hoi chimg Stevens-Johnson, hoai
tir thugng bi nhiém ddc.

Co xwong va md lién két: Viém khép, doi mau xwong, lupus ban dé hé théng, ctimg khép, sung
khép.

Hg sinh dye: Viém quy déu,

Réi loan chung: D8i mau cac dich tiét,

Khéng vo tin suit

Méu va hé lympho: Gidm bach céu hat.

Hé mifn dich: Qua min cam, thdm nhifm phdi, ban xuét huyét di ¢mg, viém nat quanh dong
mach,

Than kinh: Co gidt, nhay cam.

H6 hép: Viém phdi.

Gan mét: Viém gan ty mién.

Da va md dudi da: Hoi chimg phat ban do thubc kém ting bach ciu 4i toan va céc triéu chimg
toan than (DRESS).

Huwéng din xir tri ADR:

Viém dai trang gia mac: Truong hop nhe c6 thé hét khi ngimg thudc, nhitng trudmg hop tr ung
binh va ning phai bl nuéc va dién giai, bd sung protein, didu trj khng smh ¢6 hiéu lyc voéi
Clostridium difficile.

Héi chimg tu mién: Trude khi diéu trj thir nghlém bing xét nghiém khang thé khang nhén, theo
doi xét nghiém néy trong qué trinh didu trj dé phat hién sém, ngimg minocyclin ngay khi chan
doan bénh fir midn do minocyclin.

Nhay cdm v6i 4nh sang: Han ché tiép xic véi anh ning mit troi va 4nh sing nhén tao ¢d UVA/
UVB trong thdi gian didu tri bing minocyclin.
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Thudc cé thé gay ra cdc tac dung khong mong pmrfn khdc, khuyén bénh nhdn thong bdo cdc tdace
dung khéng mong mudn gdp phai khi dimg thuéc.

11. QUA LIEU VA CACH XU TRIi
Triéu chitng: Bi€u hién cia nhiém doc gan. .
Xir trf: Chua 6 didu trj diic hidu. Rira da day va sir dung diéu tri hd trg thich hop.

12. PAC TINH DUQC LUC HOC

Nhém dwge If: Khang sinh ban tdng hop din chét tetracyclin.

Mi ATC: JO1AAO0S.

Minocyelin 1a mdt khéng sinh ¢6 phd tic dung va co ché tic dung tuong ty tetracyclin, nhung
minocyclin c¢on c6 tdc dung v6i nhidu ching vi khuén bao gbm Staphylococcus aureus, chc
ching Streptococei, Neisseria meningitidis, Acinetobacter, Bacteroides, Heamophylus,
Nocardia, nhidu trire khuén rudt, mot vai loai Mycobacteria, trong d6 c6 M. leprae.

Co ché tac dung giéng nhu tetracyclin: Gén vao vi trf 308 cta ribosom va tic ché chirc ning
ribosom ciia vi khudn, do d6 e ché qua trinh tdng hop protein cta vi khudn theo co ché ngiin
can qué trinh gén aminoacyl t-RINA.

Minocyclin ¢é tinh thdn m& hon doxycyclin va cdc tetracyclin khdc; ¢6 4i luc cao hon ddi véi
cdc md m& do d6 1am ting cwong hidu qua va thay déi cée phan g bét lgi. Céc kich tng da
day rudt va réi loan khudn rudt it hon so voi cde thude than nude.

C6 su khang chéo timg phdn giita minocyclin va cée tetracyclin khéc, nhung c6 mdt sc‘),chl‘mg
miic di ¢é khang véi cdc tetracyclin khac nhung vin nhay cam véi minocyelin. Co ché Ia do
minocyclin ¢6 tinh thim qua mang té bao tét hon.

Téc dyng dbi voi viém khép dang thap: Co ché téc dung cia minocyclin trong bénh viém khép
dang thap chua dugc hidu r8. Gia thiét cho rdng minocyclin c6 téc dung khéang khuén, chong
viém, diéu hoa mién dich va bao vé ti thé. Hon nita minocyclin dwgc cho réang c6 kha niing \rc
ché metalloproteinase, chét c6 tac dung pha huy khép trong viém khop dang thap.

13. PAC TINH DUQC PONG HQC
Hip thu
Minocyclin duge hép thu nhanh qua dudmg udng, khoang 90 - 100% lidu uéng duge hip thu khi
ubng lic d6i. Ndng dé dinh trong huyét thanh dat dugc sau khi uéng tir 1 - 4 gid, trung binh 2,4
gi¢r. Sau khi ubng lic d6i liéu don minocyclin 200 mg dang vién nang ctmg & ngudi 16m cé chirc
ning thin binh thuong, nong dd minocyclin cao nhit trong huyét thanh 13 2,1 - 5,1 microgram/
mL (trung binh 3,5 microgram/ mL). Sau khi ubng lidu ban ddu minocyelin 200 mg, céc lidu
tiép theo 13 100 mg cho mdi 12 gid, ndéng do6 minocyclin huyét thanh &n dinh 1a 2,3 - 3,5
microgram/ mL. Do minocyclin d& bi chelat héa béi cac cation héa tri hai va héa tri ba nhu calci,
sit, nhom, magnesi cho nén cdc thube khéng acid dang ubng phéi hop ¢6 chira céc cation ndy ¢6
thé lam gidm hdp thu minocyclin.
Khi ubng minocyclin cing bira @n hofic mot luong sita mie do trung binh, sy hdp thu
minoeyclin bi anh hudng vé tée do va mire d§ hip thu. G ngusi 16n khi ubng minocyclin dang
vién nén hodic vién nang cimg cing véi bita n ¢6 san phim tir sira s& 1am giam nong d6 Cumex 11
- 12% va thdi gian dat dugc Crex chdm hon 1 gio so v6i ubng lic déi véi nude. Néu ubng
minocyelin ciing véi sita, AUC s& gidm di khoang 27%. Khi udng minocyclin dang vién nang
pellet ngay sau khi ding bifa in c¢6 san pham tir sita, AUC khong bi anh hudng, nhung néu ubng
dang vién nén AUC giam di khoang 6%.
Phén bé
Minocyelin gin v6i protein huyét tuong khoang 70 - 75%, khuéch tén t6t vao cdc md va dich
trong co thé nhw: Amidan, phé quan, phéi, tuyén tién 1iét, mat, dudng mét, gan, dudng sinh duc
nit, co, thén - duong it niéu cling nhu trong nude bot, nude mét va dom véi ndng dd cao hon
ndng do vrc ché 16 thidu c4c vi khuin thudng gip gy nhiém khuin cdc co quan nay. Minoeyclin
tich lu§ trong md md, c4c co quan va thoi gian ban thai kéo dai din t6i ting nguy co tdc dung
khong mong mudn khi diéu tri kéo dai, ngay c khi diéu tri lidu thap. Thudc tham vao dich néo
tiy twong ddi kém tuy tj s& nbng dd minocyclin trong dich nio tiy trén ndng d¢ trong méu cao
hon so v6i doxycyclin, thude qua duge nhau thai va sita me. V4 0,14 - 0,70 L/ kg.
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Chuyen Iéa

Thude duge chuyen hoa mét phin & gan thanh khodng 6 chét chuyén héa khéng hoat tinh,
nhung chét chuyén héa chinh la 9-hydroxyminocyclin.

Thai trir

6] ngum 16n cé chire ning than binh thudmg, khoang 4 - 19% lidu uong duge thai trir qua nude
tiéu va 20 - 34% dugc thai trir qua phén trong vong 72 gi¢r & dang thube con hoat tinh. Thi gian
bén thai minocyclin 1& 11 - 26 gio & ngudi cd chire ndng than bmh thudmng.

Duge dgng hoc trén cic doi tiwpng diic biét:

Bénh nhén c6 rbi loan chitc ning gan, thoi gian ban thai 1a 11 - 16 gid. Két qua nhén xét vé str
dung minocyclin & nhitng bénh nhan cé suy thén khéc nhau gifta cac nghién ciru. N11th1g bénh
nhén suy thén ni’mg ¢6 thoi gian bén thii cia minocyclin kéo dai hon (12 - 30 gid), dan téi nguy
co tich lily. Loc mdu ngoai thén it ¢ tic dung loai trir minocyclin.

14. QUY CACHDPONG GOI
Hop 6 vix 10 vién (PVC - Nhom)

15. PIRU KIEN BAO QUAN, HAN DUNG, TIRU CHUAN CHAT LUQNG CUA
THUOC

Didu luen bido quin:

GI‘LX thube trong bao bi goc chia nha san xudt, déy kin.

D4 thudc noi khé réo, tranh 4nh sang, nhiét d§ khong quéa 30°C, va ngodi tAm v6i ciia tré em.
Han dung: 36 thang ké tir ngay sén Xudt,
Tiéu chuin chit lwong: USP.

16. TEN, PIA CHi VA BIEU TUQNG CUA CO SO SAN XUAT
Sédin xudt tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DPAT VI PHU
(DAVIPHARM)

La M7A, Pudng D17, Khu Céng nghiép My Phuée 1, Phudng Théi Hoa, Thi x@ Bén Cét, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XETATNDOLLAP NHAT LAI NOI DUNG HUOGNG DAN SU DUNG
THUOC ,

TP.DAM BAO CHAT LUONG
DS. A}’;«gefn i Sl i
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